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Special 510(k) Summary of Safety and Effectiveness:
Line Extension to the Xia® 4.5 Spinal System

Submission Information
Name and Address of the Sponsor Stryker Spine
of the 5 10(k) Submission: 2 Pearl Court

Allendale, NJ 07401

Contact Person: Simona Voic
Regulatory Affairs Project Manager
Stryker Spine
2 Pearl Court, Allendale, NJ 07401
Tel: (201) 760- 8145

Date of Summary Preparation: March 20, 2006

Device Identification
Proprietary Name: Xia ® 4.5 Spinal System

Common Name: Spinal Fixation Appliances

Classification Name and Reference: Spinal Interlaminal Fixation Orthosis,

21 CFR §888.3050

Spinal Intervertebral Body Fixation Orthosis

21 CFR §888.3060

Pedicle Screw Spinal System

21 CFR §888.3070(b)(1) and (b)(2)

Device Product Code: NKB, KWP, KWQ, MNH, and MNI

Predicate Device Information: K050461, K052761, K060361 - Stryker Spine Xia?

4.5 Spinal System

K962628 - DePuy Spine MOSS Miami TM 4.0

Spinal System

K950697 - Moss Miami 5.0 Spinal System

K020709 - CD Legacy 4.5 Spinal System

0ul



Line E~xtenision to the Mao 4.5 Spinai system Special 510(k) Prcmnarlet Notificatioii

Predicate Device Identification

The Stryker Spine Xia®~ 4.5 Spinal System is comprised of 0 4.5 mm rods, Polyaxial and

Monoaxial bone screws, Blockers, Ihooks, Dual Staples, and Connectors, The components are

available in a variety of diameters and lengths in order to accommodate patient anatomy and are

fabricated from titanium alloy. The implants arc provided non-sterile and arc used for either

posterior or anterolateral non-cervical spinal fixation.

LDescription of IDevice Modification

This submission is intended to address a line extension to Xia(® 4.5 Spinal System. The line

extension includes:

* A new size dual staple component in both a rostral and a caudal configuration,

• A new polyaxial cross connector in sizes small, medium, large, and extra large, and

* A new longitudinal rod-to-rod connector to join a 0 4.5 mm rod from the Xia®- 4.5

Spinal System to a 0 6.0 mm rod from the Xia? Spinal System (1(013688, K98425 1),

DIAPASONTm Spinal System (195 1725), and OPUSI"m Spinal System (K993402 &

1(030369).

Intended Use:

The XiaD 4.5 Spinal System is intended for anterior/anterolateral and posterior, noncervical

pedicle and non-pedicle fixation for the ifollowing indications: degenerative disc disease (defined

as back pain of discogenic origin with degeneration of the disc confirmed by history and

radiographic studies), spondylolisthiesis, triauma (i.e. fracture or dislocation), spinal stenosis,

curvatures (i.e. scoliosis, kyphosis, and/or lordosis), tumor, pseudoarthrosis and failed previous

fusion.

The Stryker Spine DIAPASONIM Spinal System, Opusim Spinal System and XIA® Spinal

System can be linked to the XJA® 4.5 Spinal System via the rod-to-rod connector.

Statement of Technological Comparison:

The subject components share the same intended use, material, and basic design concepts as that

of the predicate device: Xiae 4.5 Spinal System (K050461, K052761, and K060361I). Mechanical

testing also demonstrated comparable mechanical properties to the predicate device.
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Indications for Use

510(k) Number (if known): QLaOiti

Device Name: Xia® 4.5 Spinal System

Indications For Use:

The Xia® 4.5 Spinal System is intended for anterior/anterolateral and posterior,
noncervical pedicle and non-pedicle fixation for the following indications: degenerative
disc disease (defined as back pain of discogenic origin with degeneration of the disc
confirmed by history and radiographic studies), spondylolisthesis, trauma (i.e. fracture
or dislocation), spinal stenosis, curvatures (i.e. scoliosis, kyphosis, and/or lordosis),
tumor, pseudoarthrosis and failed previous fusion.

The Stryker Spine DIAPASONTM Spinal System, Opus TM Spinal System and XIA®
Spinal System can be linked to the XIA® 4.5 Spinal System via the rod-to-rod
connector.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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